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DETAILED ACTION 

Examiner acknowledges receipt of request for extension of time, request for continued 
examination under 37 CFR 1.1 14, TD, amendment and remarks, all filed 5/22/08. Claims 1 and 
13 are amended. Claims 1-41 are pending. Claims 14-41 were and are withdrawn from 
consideration. Applicant is reminded to use appropriate status identifiers in all fiiture 
communications. 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 . 1 7(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 5/22/08 has been entered. 

Response to Arguments 
Previous rejections tliat are not reiterated lierein are witlidrawn. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claims 2-4, 8-10, 12 and 13 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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Claim 1 administers tranilast directly onto the surface of the body cavity. Claim 3, 
which is dependent on claim 2, which is dependent on claim 1 selects the delivery vehicle from 
microcapsules, microspheres, barriers, liposomes, . . . and films. Since claim 1 administers the 
drug directly onto to the tissue, it is unclear how the delivery vehicles in claims 2 and 3 fiirther 
limit the direct application of the tranilast. It would appear that a carrier vehicle is not needed to 
deliver the tranilast according to claim 1, where the tranilast is delivered to the tissue site since it 
is the drug itself that is administered to the site and not a composition containing the tranilast. 

Claims 8-10 recite sustained or burst release in single doses and it is unclear how a drug 
that is administered to the site without any carriers to modify the release would be delivered in a 
sustained or burst release doses. 

Claims 12 and 13 are equally confiising how the drug that is the neat drug that is not 
formulated with a carrier is administered systemically. 

Clarification is respectfully requested. 
4. Claims 1, 5, 6-13 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 1 administers the tranilast drug or analog to the tissue site and it is unclear how the 
drug is administered without any carrier and to achieve sustained of burst release in a dosage 
form. The claims are examined as if the tranilast is formulated with carriers as is evident in 
claims 2-4. 

It is suggested that claim 1 be amended to indicate a composition of tranilast. 



Application/Control Number: 1 0/7 1 4,7 1 9 
Art Unit: 1618 



Page 4 



Double Patenting 

5. A rejection based on double patenting of the "same invention" type finds its support in 
the language of 35 U.S.C. 101, which states that "whoever invents or discovers any new and 
useful process ... may obtain a patent therefor ..." (Emphasis added). Thus, the term "same 
invention," in this context, means an invention drawn to identical subject matter. See Miller v. 
EagleMfg. Co., 151 U.S. 186 (1894); In re Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); 
and In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in scope. The 
filing of a terminal disclaimer cannot overcome a double patenting rejection based upon 35 
U.S.C. 101. 

6. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timcwisc extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by muhiplc assignees. A nonstatutory obviousncss-typc double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., fn re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); fn re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely flled terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fiiUy comply with 37 CFR 
3.73(b). 



7. Claims 1-13 remain provisionally rejected under 35 U.S.C. 101 as claiming the same 
invention as that of claiml-13 of copending Application No. 10/797,367. This is a provisional 



double patenting rejection since the conflicting claims have not in fact been patented. 
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Response to Arguments 

8. Applicant's arguments filed 5/22/08 have been fiiUy considered but they are not 
persuasive. 

9. Applicant traverses the provisional rejections under 35 U.S.C. 101 as claiming the same 
invention as that of claiml-13 of copending AppUcation No. 10/797,367 on the grounds that the 
co-pending claims have not been issued and as such there can not be double patenting under 35 
use 101 . The examiner disagrees. The rejection is provisional double patenting rejection 
because the copending claims have not been issued. Also, according to MPAP 804 [R-5], I B, 
the "provisional" double patenting rejection should continue to be made by the examiner in each 
application as long as there are conflicting claims in more than one application unless that 
"provisional" double patenting rejection is the only rejection remaining in at least one of the 
applications." The provisional double patenting rejection is not the only rejections against the 
examined claims, hence the rejections will continue to be made. 

Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

1 1 . This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
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evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S. C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
12. Claims 1-5 and 7-13 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Adachi et al. ("The prevention of 
Postoperative Intraperitoneal adhesions by Tranilast: N-(3',4'-dimethoxycinnamoyl) Anthranilic 
Acid) in Jpn. J. of Surg., (1999), 29, 51-54 . 

Adachi discloses administration of tranilast that inhibits adhesion, post operatively and 
preoperatively; administration is oral and the recitation of systemic in claims 12 and 13 reads on 
oral; tranilast is administered melted and in combination with carboxymethyl cellulose sodium 
(left column 52, first fiiU paragraph) so that Adachi meets the delivery vehicle of claims 2 and 3; 
the recitation of "amounts . . . effective to inhibit formation of adhesion" represents any amount 
deemed effective by the artisan so that that requirement of claims 1 and 5; Adachi administers 60 
mg/kg/per day, pre and post operatively, thus meeting claim 1 1; the recitation that the barrier is 
absorbable is a property of the barrier so that the teaching of Adachi that the tranilast is 
administered with the cellulose derivative, carboxymethyl cellulose sodium; meets the limitation 
of the barrier and thus meets claim 4; Adachi discloses that it is well known in the art that 
tranilast is effective drug for bronchial asthma, atopic dermatitis, allergic rhinitis, decreasing 
granulation, inhibit collagen synthesis of human cheloid tissue transplanted onto the backs of 
mice (page 52, under materials and methods); regarding claims 8-10, it is noted that Adachi 
teaches single dose per day administration and Adachi 's silence on burst or sustained release of 
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tranilast reflects an inherent teaching of either mode of release and the forms of release recited in 
claims 9 and 10 would flow from the composition that is administered and since Adachi 
administers the same composition as the claimed invention, it flows that the release of Adachi 's 
formulation when administered meets the claimed release in claims 9 and 10. Regarding claim 
7, one drug analog can be used in place of the other with the expectation of providing inhibitory 
effect on adhesions. While Adachi does not specifically state that the tranilast is administered 
directly to tissue surfaces in the body, it flows that oral administration of liquid or solution 
composition places the liquid or solution in direct contact with tissue surfaces so that the claims 
are met. In the alternate, it is obvious that the liquid or solution formulation bathes the tissue 
surfaces in the body when administered. 

Response to Arguments 

1 3 . Applicant's arguments flled 5/22/08 have been fiiUy considered but they are not 
persuasive. 

Applicant argues that Adachi does not teach all the elements of the claims because 
Adachi does not administer tranilast directly to tissue surfaces as admitted by the examiner and 
that the speciflcation at page 33, lines 5-10 ; page 34, lines 12-17 and Tables 12-16 show that 
local delivery of tranilast to the site is effective in reducing post operative adhesions and that oral 
administration does not. 

14. Response: 

The administration of liquid or solution by mouth places the liquid or solution in direct 
contact with the tissue surface of the oral cavity, which is a body cavity. The claims are directed 
to administration composition containing tranilast directly onto tissues surfaces in the body 
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cavity. The oral cavity is a body cavity and administration of the liquid or solution places the 
composition in contact with the tissues in the oral cavity. The data applicant points to in the 
specification does not indicate if the oral administration is by liquid or solution or tablet or 
capsule, the claims do not indicate body cavity that is other than buccal cavity, and the surgical 
procedure is not specific to any body cavity. Thus the data does not provide evidence that 
removes Adachi as art, but the day may also support the Adachi art. The buccal or oral cavity is 
not an external body part. 

15. Claims 1-13 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over Adachi et al. 
("The prevention of Postoperative Intraperitoneal adhesions by Tranilast: N-(3',4'- 
dimethoxycinnamoyl) Anthranilic Acid) in view Hanson (US 6,376,242). 

Claims 1-5 and 7-13 are rejected above. However, Adachi does not disclose the 
presence of other anti-inflammatory as recited in claim 6. But it is known according to Adachi 
that tranilast is effective drug for bronchial asthma, atopic dermatitis, allergic rhinitis, decreasing 
granulation, inhibit collagen synthesis of human cheloid tissue transplanted onto the backs of 
mice (page 52, under materials and methods). Hanson discloses that anti-inflammatory agents 
inhibit adhesions (column 5, lines 59 and 60) and that tranilast is an anti-cheloid agent that is 
known to reduce platelet count (column 15, lines 41, 67) Therefore, it would have been obvious 
to one of ordinary skill in the art at the time the invention was made to use tranilast to inhibit 
adhesion as taught by Adachi. One having ordinary skill in the art would have been motivated 
to use the combination of an anti-inflammatory agent and tranilast and expect the combination of 
the tranilast and the anti-inflammatory agent to inhibit adhesion. 
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Response to Arguments 

16. Applicant's arguments filed 5/22/08 have been fiiUy considered but they are not 
persuasive. 

Applicant states that Adachi discloses the use of systemic dosing with the results of the 
dosing indicating some level of adhesion prevention, and does not suggest direct application onto 
tissue within an internal cavity at a surgical site to prevent or substantially eliminate the 
occurrence of adhesions, that Hanson discloses treating a subject to inhibit vaso-occlusive event 
and does not contemplate the prevention of surgical adhesion; therefore, that the combination of 
Adachi and Hanson does not disclose or suggest applicant's invention; furthermore, applicant 
says that the examiner has not pointed to any teaching to suggest the desirability of combining 
the references. 

The examiner disagrees. Oral administration of a liquid or solution composition into the 
buccal cavity brings the liquid or solution containing the tranilast into contact with the tissue of 
the oral cavity so that administration of a liquid into the oral body cavity meets local 
administration to the tissue in the oral cavity. The oral or buccal cavity is not an extemal cavity. 
The claim 1 say "intemal body cavity" and the buccal cavity is an internal body cavity. Hanson 
is relied upon for teaching that anti-inflammatory agents inhibit adhesions and that tranilast is an 
anti-cheloid agent that is known to reduce platelet count. The combination of Hanson and 
Adachi provides a teaching of using anti-inflammatory agent together with tranilast to inhibit 
adhesion and this is the suggestion relied upon by the examiner, that is, tranilast as well as anti- 
inflammatory agents inhibit adhesion are shown in the art to inhibit adhesions. It is therefore 
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prima facie obvious that a combination of tranilast and anti-inflammatory agent would 
reasonable be expected to successMIy inhibit adhesions. 

17. Therefore, applicant's arguments have not been found persuasive and the rejections are 
maintained. 

18. Claims 1-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over Hubbell et al. 
(US 6,461,640) in view of Chandrasekar et al. ("Platelets and Restenosis," in Journal of the 
American College of Cardiology, Vo. 35, No. 2, 2000, pp 555-562) or Miyazawa et al. ("Effects 
of pemirolast and tranilast on intimal thickening after arterial injury in the rat," in Journal of 
Cardiovascular Pharmacology, Vol. 30, no. 2, Aug. 1997, abstract) or Adachi Adachi et al. ("The 
prevention of Postoperative Intraperitoneal adhesions by Tranilast: N-(3',4'- 
dimethoxycinnamoyl) Anthranilic Acid) in Jpn. J. of Surg., (1999), 29, 51-54) and fiirther in 
view of Sheffield et al. (EP 0 225 162) or Hunter et al. (US 6,759,431). 

19. Claim 1 is directed to method for the inhibition of post-operative adhesion formation in 
an internal body cavity, the method comprises administering tranilast or an analog thereof, 
directly onto said tissue surfaces in said body cavity. Therapeutically effective amount of the 
tranilast or analog thereof is administered to inhibit the adhesion. 

To expedite examination of the claims, the claim is examined as administering a 
composition containing tranilast or analog of tranilast present in a effective amount to inhibit the 
adhesion. No specific body cavity is claimed and no specific carrier is claimed and the broad 
administration encompasses all administration forms. Effective amount is any amount deemed 
or found effective to inhibit the adhesion by the artisan. 
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20. Hubbell discloses that surgical adhesion such as surgical or post surgical adhesions are 
preventable by topical administration, to a site of tissue injury, of polymeric matrix comprising 
agents that are known to inhibit adhesions (abstract; column 3, line 64 to column 4, line 14; 
claims 1-16). The agents in Hubbell are hirudin, ancrod and others (column 4, lines 23-33; 
claims 1-16) using effective amount of one or more of the agents is administered topically to an 
area where adhesions are to be prevented (column 4, lines 34-36). The topical administration 
locally to the site needing adhesion prevention meets the claimed method in claims 1, and 8-10 
since controlled or sustained release is provided by the polymeric matrix (abstract, column 1, 
lines 14, 56; column 3, line 67 to column 4, line 14; column 4, line 62; column 5, line 45 to 
column 6, line 11; column 6, line 64 to column 7, line 22; column 10, lines 42 and 43; column 
14, line 36; claims 1, 10 and 15). None of the active agents in Hubbell is tranilast or anti- 
inflanmiatory agent. 

21. But Chandrasekar (first full paragraph, left column of page 559) and Miyazawa 
(abstract) teach that tranilast and pemirolast are anti-allergic agents known to reduce intimal 
thickening. Furthermore, Adachi uses tranilast containing composition to inhibit adhesion 
using single dose per (meeting claims 9 and 10) for systemic administration meeting claims 12 
and 13 (see Adachi at page 52, first full paragraph, left column; page 52, materials and method). 

22. Further also, Sheffield discloses topical administration of anti-inflammatory drug to 
inhibit post surgical adhesion (title, abstract, the whole document and specifically pages 1-7); 
Hunter delivers to external portion of body passageway compositions containing therapeutic to 
treat diseases associated with the body passageways (column 4, lines 5-19, 27-33, 41-47); the 
active agents are not limited to a few but tranilast is named as one of anti-allergic or 
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decongestant agents column 18, line 66; column 19, line 6), adhesion is one of the conditions of 
the body passageway that is treatable (colunm 2, line 48) Sheffield and Hunter are thus relied 
upon for teaching external administration of anti-inflammatory agents and anti-allergic agents 
such as tranilast to treat or inhibit adhesion. 

23. Therefore, taking the general teachings of the prior art, one having ordinary skill in the 
art at the time the invention was made would have reasonable expectation of success that 
topically administration of compositions containing anti-inflammatory agents and tranilast and 
further systemic administration of tranilast in effective amounts would inhibit post surgical 
adhesion. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BLESSING M. FUBARA whose telephone number is (571)272- 
0594. The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Blessing M. Fubara/ 
Examiner, Art Unit 1618 



